y| United States Patent and Trademark Office 



UNITED STATES DEPARTMENT OF COMMERCE 
United States Patent and Trademark Office 

Address: COMMISSIONER FOR PATENTS 
P.O. Box 1450 

Alexandria, Virginia 22313-1450 
www.uspto.gov 



APPLICATION NO. 


FILING DATE 


FIRST NAMED INVENTOR 


1 ATTORNEY DOCKET NO. 


CONFIRMATION NO. 


10/029,423 


12/20/2001 


R. Forrest Waldon 


8789-21 


3708 



20792 7590 ^ 03/23/2004 

MYERS BIGEL SIBLEY & SAJOVEC 
PO BOX 37428 
RALEIGH, NC 27627 



EXAMINER 



WELLS, LAUREN Q 



ART UNIT 



PAPER NUMBER 



1617 

DATE MAILED: 03/23/2004 



Please find below and/or attached an Office communication concerning this application or proceeding. 



PTO-90C (Rev. 10/03) 



Office Action Summary 


Application No. 

10/029,423 


Appiicant(s) 

WALDON ET AL. 


Examiner 

Lauren Q Wells 


Art Unit 

1617 





— The MAILING DATE of this communication appears on the cover sheet with the correspondence address — 



Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROM 
THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1.136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If the period for reply specified above is less than thirty (30) days, a reply within the statutory minimum of thirty (30) days will be considered timely. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1.704(b). 

Status 

1 )E3 Responsive to communication(s) filed on 30 October 2003 . 
2a)[X] This action is FINAL. 2b)D This action is non-final. 

3) Q Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quay/e, 1935 CD. 1 1 , 453 O.G. 213. 

Disposition of Claims 

4) 13 Claim(s) 1-51 is/are pending in the application. 

4a) Of the above claim(s) 17-51 is/are withdrawn from consideration. 

5) D Claim(s) is/are allowed. 

6) [X] Claim(s) 1-16 is/are rejected. 

7) Q Claim(s) is/are objected to. 

8) D Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) Q The specification is objected to by the Examiner. 

10)D The drawing(s) filed on is/are: a)D accepted or b)Q objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1.85(a). 

Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 
1 1 )□ The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-1 52. 

Priority under 35 U.S.C. § 119 

12)D Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 119(a)-(d) or (f). 
a)D All b)D Some * c)D None of: 

1 Certified copies of the priority documents have been received. 

2. D Certified copies of the priority documents have been received in Application No. . 

3. D Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 
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DETAILED ACTION 

Claims 1-51 are pending. Claims 17-51 are withdrawn from consideration, as they are 
directed toward non-elected subject matter. 

Applicant's arguments are persuasive to overcome the 35 USC 1 12 rejection in the 
previous Office Action. 

Election/Restrictions 

Applicant states, "Applicants wish to change their species election for the vasodilation 
compound to sildenafil citrate. . .Applicants additionally wish for the estrogenic compound to 
claim conjugated estrogens". On 6/2/03, Applicant's orally elected phentolamine hydrochloride 
as the vasodilation compound and 17 beta estradiol as the estrogenic compound. Applicant is not 
permitted to change their election of species once they have elected a species and received an 
Office Action. Thus, Applicant's request to change their species election is denied. 

Because applicant did not distinctly and specifically point out the supposed errors in the 
restriction requirement, the election has been treated as an election without traverse (MPEP 
§ 818.03(a)). 

This Election/Restriction Requirement is hereby made final. 

103 Rejection Maintained 

The rejection of claims 1-16 under 35 U.S.C. 103(a) as being unpatentable over Place et 
al. (6,284,263) in view of Estok (6,01 1,043) is MAINTAINED for the reasons set forth in the 
Office Action mailed , 6/25/03 and those found below. 

The Examiner respectfully points out that Applicant has argued against the references 
individually, when the rejection was made over a combination of references. It is respectfully 
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pointed out that one cannot show nonobviousness by attacking references individually where the 
rejections are based on combinations of references. See In re Keller, 642 F.2d 413, 208 
USPQ 871 (CCPA 1981); In re Merck & Co., 800 F.2d 1091, 231 USPQ 375 (Fed. Cir. 1986). 

Applicant argues, "Place fails to teach or suggest a composition further comprising a 
vasodilation compound as recited in Claim 1 of the present application". This argument is not 
persuasive, as the combination of Place and Estok teach a vasodilation compound. 

Applicant argues, "Estok fails to teach or suggest all of the elements of Claims 1-16 of 
the present application". This argument is not persuasive, as Estok is not relied upon in the 
instant rejection to teach all the elements of claims 1-16, but is relied upon in combination with 
Place et al. to teach all of the limitations of the instant claims. 

Applicant argues, "The present application states that sexual dysfunction is 'related to 
such aspects of female sexuality including. . .Applicants further submit the overall health 
benefits are not disclosed or understood by Estok". This argument is not persuasive. The 
Examiner respectfully points out that the instant claims are directed toward compositions. Thus, 
their intended use is not afforded patentable weight. It is respectfully pointed out that a 
recitation of the intended use of the claimed invention must result in a structural difference 
between the claimed invention and the prior art in order to patentably distinguish the claimed 
invention from the prior art. If the prior art structure is capable of performing the intended use, 
then it meets the claim. In a claim drawn to a process of making, the intended use must result in 
a manipulative difference as compared to the prior art. See In re Casey, 152 USPQ 235 (CCPA 
1967) and In re Otto, 136 USPQ 458, 459 (CCPA 1963). In the instant case, there is no 
structural difference. 
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Applicant argues that there is no motivation to combine the references, but fails to point 
out why the instant rejection lacks motivation to combine the references. 

Additionally, regarding Applicant's arguments of "overall health benefits", the Examiner 
respectfully points out that in addition to the intended use of the compositions not being afforded 
patentable weight, Applicant has provided no unexpected results of the properties of the instant 
composition over that of the prior art. 

Conclusion 

THIS ACTION IS MADE FINAL. Applicant is reminded of the extension of time 
policy as set forth in 37 CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within TWO 
MONTHS of the mailing date of this final action and the advisory action is not mailed until after 
the end of the THREE -MONTH shortened statutory period, then the shortened statutory period 
will expire on the date the advisory action is mailed, and any extension fee pursuant to 37 
CFR 1 .136(a) will be calculated from the mailing date of the advisory action. In no event, 
however, will the statutory period for reply expire later than SIX MONTHS from the mailing 
date of this final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Lauren Q Wells whose telephone number is 571-272-0634. The 
examiner can normally be reached on M&R (5:30-4). 
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If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Sreeni Padmanabhan can be reached on 571-272-0629. The fax phone number for 
the organization where this application or proceeding is assigned is 703-872-9306. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). 
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